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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may bo available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a repty be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

-If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, causa the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three nronths after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to connmunication(s) filed on May 12, 2003 



2a) K This action is FINAL. 2b) □ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) SI Claim(s) 75-25 and 28-44 is/are pending in the application. 



4a) Of the above, claim(s) 15-25 and 28 
5)D Claimls) 



6)K Claimls) 29 and 32-44 



iM Claimls) 30 and 31 
8)n Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)0 The specification is objected to by the Examiner. 

1 0)0 The drawlng(s) filed on is/are a) □ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)K All wD Some* cjD None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. K Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1) Q Notice of References Cited (PTO-892) 4) O Interview Summary (PTO-4131 Paper Nols). 

2) O Notice of Draftsporson's Patent Drawirtg Review (PTO-9481 5) Q Notice of Informal Patent Application (PTO-1 52) 

3) tZI Information Disclosure Statement(s) (PTai4491 Paper No(s). 6) O Other: 



U. S, Patent and Trademark Office 



PTO-326 (Rev, 04-01 ) 



Office Action Summary 



Part of Paper No. 8 



Application/Control Number: 09/763,58 1 Page 2 

Art Unit: 1623 

DETAILED ACTION 
Status of the Claims 

Claims 1-14, 26, and 27 have been canceled. Claims 29-44 have been added. Claims 15- 
25 and 28-44 are pending. Claims 15-25 and 28 were previously withdrawn from consideration 
as being drawn to a non-elected invention. Any objection or rejection not repeated has been 
withdrawn. The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

Claim Rejections - 35 U.S.C. §102 
Claims 29 and 34-42 are rejected under 35 U.S.C. 102(b) as being anticipated by 
RONSEN et al (WO 99/16440), as apphed to claims 1 and 6-14 in the previous Office action. 

Applicant's arguments filed May 12, 2003 have been fully considered but they are not 
persuasive. Applicant contends that RONSEN is silent regarding the formation of a complex 
between paroxetine and a cyclodextrin. 

RONSEN teaches that the paroxetine is stabilized by being combination with a hydroxyl- 
containing compoimd. In order for the hydroxyl-containing compound to have any effect, in this 
case, stabilization, there must be some sort of interaction, i.e. complexation. The reference is 
silent regarding the nature of the complexation. Applicant appears to be discussing the 
"complex" in terms of being an inclusion complex. The claim is not limited to such a complex. 
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Claim Rejections - 35 US.C. §103 
Claims 29 and 34-44 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
RONSEN et al (WO 99/16440), as applied to claims 1, 6-14, 26, and 27 in the previous Office 
action. 

Claims 32, 33, 38, and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
RONSEN et al (WO 99/16440) and further in view of BENNEKER et al (US 5,874,447), as 
appUed to claims 4, 5, 10, and 1 1 in the previous Office action. 

The invention is as set forth in the previous Office action. 

Apphcant's arguments filed May 12, 2003 have been fully considered but they are not 
persuasive. Applicant contends that RONSEN is silent regarding the formation of a complex 
between paroxetine and a cyclodextrin. This argument has been addressed above. The rejections 
are maintained for reasons of record. 

Allowable Subject Matter 
Claims 30 and 3 1 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. Applicant argues convincingly that it is more likely than not 
that the product in the art does contain some of the organic solvent, ethanol. The reference does 
not teach or suggest removal of residual ethanol. 



Application/Control Number: 09/763,581 
Art Unit: 1623 



Page 4 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated fi-om the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS firom the mailing date of this 
final action. 
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Art Unit: 1623 



Examiner^s hours, phone & fax numbers 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Leigh Maier whose telephone number is (703) 308-4525. The examiner can 
normally be reached on Monday-Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. 
James O. Wilson (703) 308-4624, may be contacted. The fax phone number for Group 1600, Art 
Unit 1623 is (703) 308-4556 or 305-3592. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the Technology Center 1600 receptionist whose telephone number is (703) 308- 



Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, dovmloadable forms, basic search 
capabilities and much more. 



1235. 



July 21, 2003 



Leigh C. Maier 
Patent Examiner 




